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1. Name/Address of Submitter: Innovative Therapies, Inc.
12 Meem Ave., Suite C
Gaithersburg, MD 20877

2. Contact Person: Judith Harbour
Director, Regulatory and Quality
866.484.6798 x 105

3. Date Summary Prepared: April 29, 2011

4. Name of Device: Antlia 11PM Wound Treatment System

* Trade name: Negative Pressure Wound Therapy and
Wound Dressing kit

* Classification Name: Powered Suction Pump
21 CER 878.4780
Class 11; Product Code: OMP

5. Predicate Device: Antlia IITM Suction Pump System
5 10(k) No.K070904

6. Description of Device

The Antlia 11P~M Wound Treatment System is an AC-powered, portable
suction device with battery backup that provides localized negative pressure
when used with the ITI Dressing to remove fluid and infectious materials from
the wound as it may promote wound healing. It is intended for use on patients
who would benefit from a suction device, particularly as the device may
promote wound healing, including patients who would benefit from vacuum
assisted drainage and removal of infectious material, irrigation fluids or other
body fluids from wounds.

The Antlia IIITM Wound Treatment System consists of the same powered suction
pump components and functions the same as the Antlia 1I Suction Pump device,
only housed in a smaller, lighter weight plastic enclosure with a built-in
placement holder for the ITI 300cc and 500cc collection canisters, and optional
pressure settings of -S0mmHg, -75mmHg, -lO0mmHg, - l25mmHg, and
-l S0mmHg.
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7. Indication for Use

The Antlia JIITM Wound Treatment System is indicated for the application of
suction (negative pressure) to wounds as it may promote wound healing and for
the removal of fluid, including wound exudates, irrigation fluids, body fluids
and infectious materials.

8. Technological Characteristics of the device

The Antlia IIITM Wound Treatment System Unit is smaller in size and weighs
less compared to the predicate Antlia 11 powered suction pump, yet has the same
technological characteristics and functions as the Antlia JJTM Suction Pump
System.

9. Summary of Non-clinical tests conducted for Substantial Equivalence

Testing in accordance with LEC 60601 -1 was conducted for electrical safety.

Testing in accordance with JEC 60601-1-2 was conducted for electromagnetic
compatibility.I

Verification and Validation activities, as required by the risk analyses for the
Antlia III device modifications, were performed and demonstrated that the
predetermined acceptance criteria were met.

10. Conclusion

Testing demonstrates that the Antlia IIITM Wound Treatment System is
substantially equivalent to the predicate device in terms of safety and
effectiveness and has the same indications and intended use and same
technological features of Antlia 11.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Pu[lic I Hea lt Svice

Innovative Therapies, Inc.
/6 Ms. Judith Harbour
Director, Quality and Regullatory Affairs
12 Meem A venue. Suite C c

Gaithersburg, Maryland 20877

Re: K11 I133 3
Trade/Device Name: Anti Ia 111W' Wound Treatment System
Regulation Number: 21 CFt 878.4780
Regulation Name: Powered Suction pum lp
Regulatory C lass: 11
Product Code: O1\41
Dated: July 14, 20 11
Received: July 15, 2011I

Dear Ms. H-arbourF:

We have reviewed your Section 5 10(k) premarket notification of intent to market thle device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good marnufatluring practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI-I does not evaluate information related to contract liability
warranties. We remind YOU, however, that device labeling must be truthful and not misleading.

If Your device is classified (see above) into either class 11 (Special Controls) or class III (PIMA), it
may be Subject to additional controls. Existing major regulations affecting your device can be
found in thle Code of Federal Regu1.lations, itle 2 1 , Parts 800 to 898. In addition, FDA may
publish further announcements concerning Your device in the Federal Regzister.

Please be ad visedt that FDA' s issuance of a substantial equivalence determination does not meanl
that F DA has made a determination that Your de vice complies with other requirements of the Act
dr any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's reciuirenlentS, i nclud ing, but not limited to: registration and listing (2 1
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CFR Part 807); labeling- (21I CFR Part 801I); medical device reporting (reporting, of mnedical
device-related adverse events) (21I Cl R 803); good man11 LI factor, 1ng pract ice req 0 1reets as set
forth in the q tral ity systemIs (QS) reCgt Iat ion (2 1 C FR part 820);l and i Iapplicable, the eilectronic
I)roCLt iradiation control provisions (Sections 531-542 of the Act); 21 CIII 1000-1050.

IlYO Moosire Spec ific aIdvice ft r YOUI device On o111r labeling ego lat ion (21 C17R Part 801) please
go to htp/wwfl1o/b5tFACnesfie/DR-ICRIlfie/c S809.1tm for
the Center for Devices and Radiological I-ealIth's (C DR I-I's) Office of Conipl iance. Al so, please
note thle reco I ation ent itlIed, "Mis branding by reference to premarket noti ficat ion" (21 CFR Part
807.97). For ElLieStionS regarding the reporting of adverse events tinder thle MDR reguldation (2 1
CFR Part 803)), please go to

http//wx~v fd~co/Medcalevies/afev/Rport~rolendemlt~trnfor the CDRHl's Office
of'SorveilIlance and 13 orvetrics/Di vision offPostmarket SorveilIlance.

\'OU may obtain other izeneral int lbrmat ion Onl yoorI responsibilities tinder the Act Im the
Division Of Smnall Mano factorer-s. International and Consumer Assistance at its toil-free number
(800) 638-204 1 or (30 1) 796-7 100 or at its Internet address
lhtip:H//\www.I'dai.co\v/M\edicalIIDevices/ReSOotICeS'O1YOL/IldLSti-y/ClefLLIt.1till

Sincerel'yO~s 

IvIark N . Melkerson
Di rector
Division Of Surgical, Orthopedic

and Restorative Devices
Office of Device Evaloation
Center for Devices and
Radiological Health

Enclosure



Indications for Use

5 10(k) Number (if known): V'111'533

Device Name: Antlia IIITM Wound Treatment System

Indications for Use:

The Antlia IIITM Wound Treatment System is indicated for the application of
suction (negative pressure) to wounds as it may promote wound healing and for the
removal of fluids, including wound exudates, irrigation fluids, body fluids and
infectious materials.

CAUTION: Federal law restricts this device to sale by or on the order of a physician.

Prescription Use ___X__ AD/O Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) AN/R (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

Concurrence of CDRH, Office of Davi Evaluation (ODE)

(Divisioi Sign -Off)
Division of Surgical, Orthopedij
and Restorative Devices Page Iof I
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